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DETAILED ACTION 
Formal Matters 

Claims 1-2, 4-9, 33-41, 60-67 are pending and under consideration. 

Response to Amendment 

The rejection of claims 33-41 under 35 USC 1 12 first paragraph as lacking enablement 
has been obviated by Applicant's amendment and is thus withdrawn. 

The rejection of claims 1-9, 33-41 under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention, has been obviated by Applicant's amendment and is thus 
withdrawn. 

New issues are set forth below. 

Claim Rejections - 35 USC § 112 first paragraph 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 33-41 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply with 
the enablement requirement. The claim(s) contains subject matter which was not described in 
the specification in such a way as to enable one skilled in the art to which it pertains, or with 
which it is most nearly connected, to make and/or use the invention. 

The claims are drawn to a method for identifying a therapeutic agent in a mammal 
wherein the mammal comprises a mutation, disruption or insertion in the CAR allele. Applicant 
has provided little or no guidance to enable one of ordinary skill in the art to determine, without 
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undue experimentation, the positions in the CAR allele which will disrupt function of the 
encoded CAR protein (e.g. such as by amino acid substitutions or deletions), and the nature and 
extent of changes that can be made in these positions. Although the specification outlines art- 
recognized procedures for producing and screening for muteins, this is not adequate guidance as 
to the nature of active derivatives that may be constructed, but is merely an invitation to the 
artisan to use the current invention as a starting point for further experimentation. Applicants do 
not disclose any actual or prophetic examples on expected performance parameters of any of the 
possible muteins of CAR allele. Due to the large quantity of experimentation necessary to 
generate the number of variants recited in the claims and possibly screen same for activity, the 
lack of direction/guidance presented in the specification regarding which structural features are 
required in order to provide activity, the absence of working examples directed to same, the 
complex nature of the invention, the state of the prior art which establishes the unpredictability 
of the effects of mutation on encoded protein structure and function, and the breadth of the 
claims which fail to recite any structural or functional limitations, undue experimentation would 
be required of the skilled artisan to make and/or use the claimed invention in its full scope. 



Conclusion 

Claims 1-2, 4-9, 60-67 are allowable. 
Claims 33-41 are rejected. 



Application/Control Number: 09/760,364 
Art Unit: 1646 



Page 4 



Advisory Information 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Joseph Murphy whose telephone number is (571) 272-0877. The 
examiner can normally be reached Monday through Friday from 7:30 am to 5:00 pm. A message 
may be left on the examinees voice mail service. If attempts to reach the examiner by telephone 
are unsuccessful, the examiner's supervisor, Tony Caputa, can be reached on (571) 272-0829. 

The fax number for the organization where this application or proceeding is assigned is 
703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



Joseph F. Murphy, Ph. D. 
Patent Examiner 
Art Unit 1646 
April 14, 2005 
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